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Rockville, MD  20857 
 
 
NDA 20-261/S-034 
NDA 21-192/S-008 
 
 
Novartis Pharmaceuticals Corporation 
Attention: Lisa N. Pitt, PharmD 
Associate Director, Drug Regulatory Affairs 
59 Route 10 
East Hanover, NJ  07936-1080 
 
Dear Dr. Pitt: 
 
Please refer to your supplemental new drug applications dated January 19, 2004, received  
January 20, 2004, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for 
Lescol (fluvastatin sodium) Capsules and Lescol XL (fluvastatin sodium) Extended-Release Tablets, 
respectively. 
 
We acknowledge receipt of your submissions dated August 19 and October 13, 2004. 
 
Your submissions of August 19, 2004 constituted a complete response to our July 20, 2004 action 
letter. 
 
These supplemental new drug applications provide for the implementation of a Patient Package Insert 
(PPI). 
 
We completed our review of these applications, as amended.  These applications are approved, 
effective on the date of this letter, for use as recommended in the agreed-upon labeling text. 
 
The final printed labeling (FPL) must be identical to the enclosed labeling (text for the patient package 
insert).  Submit the content of labeling in electronic format as described in 21 CFR 314.50(l)(5) and in 
the format described at the following website: http://www.fda.gov/oc/datacouncil/spl.html. 
 
Approval of these submissions by FDA is not required before the labeling is used. 
 
If you issue a letter communicating important information about this drug product (i.e., a “Dear Health 
Care Professional” letter), we request that you submit a copy of the letter to this NDA and a copy to 
the following address: 
 
    MEDWATCH, HFD-410 
    FDA 
    5600 Fishers Lane 
    Rockville, MD  20857 
 



 
We remind you that you must comply with reporting requirements for an approved NDA (21 CFR 
314.80 and 314.81). 
 
If you have any questions, call Margaret Simoneau, Regulatory Project Manager, at  
(301) 301-827-6411. 
 
 

Sincerely, 
 

{See appended electronic signature page} 
 
David G. Orloff, MD 
Director 
Division of Metabolic & Endocrine Drug Products 
Office of Drug Evaluation II 
Center for Drug Evaluation and Research 

 
 
Enclosure: Patient Package Insert 
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Mary Parks
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for Dr. Orloff




